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B<ix No. I Basis of the opinion 

Box No. II Priority 

Box No. Ill .Non-establishment of opinion with regard to novelty, inventive step and industrid applicability 

Box No. iV Lack of unity of invention 

Box No. V Reasoned statement under Rule 43/7/,v.)(aKi) with regard to novelty, inventive step or industrial 
a()|)licability; citations and explanations supporting such statement 

Box No. VI Certain documents cite<l 

Box No. VII Certain defects in the international application 

Box No. Vni Certain observations on the international application 



FrKTHKR ACTION 

I( a demand lor international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Hxamining Authority ( "IPHA ") except that this does not apply where the applicant chooses an Authority other 
than this one to be the 11*1: A and the chosen IPbA has notified the International Bureau imder Rule (i^>. 16/.s(b) that written opinions of 
this International Searching Airthority will not be so considered. 

If this o[)inion is. as |Movided above, considered to be a written opinion of the IPLA. the applicant is invited to submit to the IPIiA a 
written reply together, where a|)i>ropriate, with amendments, before the expiration of 3 months from the date of mailing of Form 
PC 17IS/V22() or before the expiration of 22 months from the priority date, whichever expires later. 

1 or further options, see l orm K' I7ISy\/22(). 

bbr further <letails. see notes to I-orm K I7ISA/22(). 
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International application No. 

PCT/EP2005/001691 



Box No. I 



Uusis of this opinion 



With rcgaitl to tho lun|;iia|>e. this o()inion has hccn established on the basis ol'lhc jntcrnational api>iication in the language in which it was 
tiled, unless otherwise indicated under this item. 

I I This opinion hits been established on the basis ol a translation trom the onginal language into the following language 

. which is the language ol a translation turnished lor the (luii^oses ol international search (under 

Rule 12.3 and 23.1(h)). 

With regard to any nucleotidi* and/or amino acid seciucnce disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. ty|K- ol material 

I I a setjuence listing 

I { tablets) related to the sequence listing 

b. lormat of material 

I I in written format 

I I in computer readable form 

c. time of filing/furnishing 

j I contained in the intermitional ap|)iication as filed. 

I I filed together with the international ap[)lication in computer reatUible form. 
I I furnished subsequently to this Aulhority for the piuposes of search. 

I I In ad<iition. in the case that nwre than one version or copy of a setjuence li.sting and/or table(s) relating thereto has been filed or 
furnished. the required statements that the information in the subsequent or additional copies is identical to that in the application as 
filed or does not go beyoiKl the application as filed, as aj)propriate. were furnished. 

Additional ct)mments: 



1 orm IK'T7ISA/237 (Box No. I) (.lanmry 2004) 



WRITTKN OPINION OF THE 
INTKRNATIONAL SEARCIIINC; AUTHORITY 



Inlernalional a|)|)licatit)n No. 

PCT/EP2005/001691 



B<)\ No. Ill Noii-i'skiblishnicnl of opinion wilh rejiiird to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appeius to be noveh to involve an inventive step (to he non obvious), or to be industrially 
a|)[)licable have not been examined in rcsj)ccl of: 

□ the entire international application 

^3 claims N OS. 33-4 0 

because: 



LJ the s 



said international application, or the said claims Nos. 



relate to the tbilowing subject matter which tloes not require an international preliminary examination i spt'cify): 



□ 



the description, claims or drawings (inJirati purticuhiy clfnwnts bt'low) or said claims Nos. 
are so unclear that no meaningful opinion could be f ormed (,.v/>f'f77V): 



□ the claims, or said claims Nos. are so inadequately supported 

by the <1escription that no meaningf ul opinion could be formed. 



no international search repon has been cslablishcd lor said claims Nos 33-40 



On account of an objection raised by the ISA in respect of lack 
of unity of invention, no international search report has been 
prepared for claims 33-40. Therefore, for the said claims, no 
expert opinion can be given on novelty, inventive step and 
industrial applicability either. 

□ the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the Administrative 
Instructions in that: 

the written form has not been f urnisheci 

□ 

does not comply w ith the slandar<l 
the computer reatiable form has not been furnished 

□ 

does not comply with the standard 

I I the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply with the 
technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ 

See Supplemental Box for further details. 
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VVRri TKN OPINION OF THK 
INTKRNATIONAL SKARCIIINC ArTIIORI I V 



international application No. 

PCT/EP2005/001691 



Uox No. I\' Lack o\' iiiiilv <»!' imcnli4»ii 



' • IxnI In ixsponsL- lo the invitation <l'orm K'T/ISA/2(K)) to piiy additional fees the applicant has: 
paid additional fees 
I I paid ad<}itional tees under protest 
I I not paid additional fees 

2. I [ I his Authority iouiKf that the requirement of unity of invention is not complied with and chose not lo invite the applicant to pay 
ad<iilional lees. 

^. This Aiiihority considers that the requirement of unity of invention in accordance with Rules l,\ 1. 1 3.2 and 1.3. .3 is 
I { com|)licd with 

[)x(] not com[)lie(i with tor the follow ing reasons: 

See supplemental sheet 



4 C onsequently. this opinion has been established in respect of the following pails of the international application: 
I I all parts 

the paiis relating to claims Nos. 1-32 , 41 
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WRH TKN OPLMON OF THK 
INTKRNATIONAL SEARCH INC AITTHORITV 



Inlcrnalional ai)i>licalion No. 

PCT/EP2005/001691 



U<>\ No. V Kvasonecl siulemenl undLT Rule 43bis.lui)(i) with re^urd !(> novelty, inventivi' slop or induslrial upplicabiltty; 



cilalioiis and expLnnalions siipporlin^ such stati'mcnl 

1. Slalcmcnt 

N^>v^^ty^N> Claims 3, 8^23, 27, 28, 30-32, 41 vbs 

Claims 1, 2, 4-7, 24-26, 29 NO 

Inventive step (IS) 27, 28, 41 \TiS 

Claims 1-26, 29-32 NO 

Industrial applicability (lA) c laims 1-32, 41 YES 

Claims NO 



Citations and explanations: 

1, Reference is made to the following documents: 



Dl: 


EP 


0840123, 6 May 1998 


D2: 


WO 


03/029813, 10 April 2003 


D3: 


WO 


99/41596, 19 August 1999 


D4: 


EP 


0618443, 5 October 1994 


D5: 


U3 


2004/162690, 19 August 2004 



2. Document Dl (see the passages cited in the international search 
report) discloses a device for determining analytes by means of 

test strips consisting of a first, block-shaped support element 
having a recess for accommodating the test strip, and also a 
second, f rame-shaped fixing element which serves for fixing 
(= positioning) the test strip in the support element. This 
device is therefore to be considered a positioning device within 
the meaning of the present application. 

The test strip used has (preferably linear) isolated regions 
having analy te-binding biomolecules . After sample administration 
has proceeded and formation of colored detection regions on the 
test strip, quantitative evaluation proceeds using a scanner 
which transmits the detected image data to computer-based image 
processing software. 

Dl discloses the subject matter of the present claims 1, 2, 4-7 
and 29, which are therefore not novel (PCX Article 33(2)) . 

In addition, Dl also discloses the subject matter of the present 



Fwm PCT/ISA/237 ( Box No. V) (January 2(KU) 



WRrri KN OPINION OF THE 
INTERNATIONAL SEARCHING ArTIIORITV 



Intcmalional applicaljon No. 

PCT/EP2005/001691 



Uo\ No. V Rvusoned stuteiiunl under Ruk- 431)i.s. I(t0(i) wilh re^iird to novelty, invenlive slcp or indiistriul appliciihility: 
oitulions and explanations supporting such stulcnient 

claims 24-26, for example Guch as can be seen from the drawings 

and column 9/lines 4-42. These claims are also therefore not 
novel (PCT Article 33(2)). 

3. D2 (see the passages cited xn the international search report) 
describes a frame-shaped test strip holder for one or more test 
strips for mounting onto a microtiter plate. The test strip 
holder is suitable for image detection via an image producing 
device, since in the case of such an evaluation method, only the 
relative positioning of the CCD or the like of the image 
producing device and of the test strip holder is of importance. 

D2 discloses the subject matter of the present claims 24 and 25, 
which are therefore not novel (PCT Article 33 (2)) . 

4 . Document D3 (see the passages cited in the international search 
report) discloses a device for analyzing urine samples by means 
of test strips which are moved past a light source and a light 
intensity detector on a holding or transport unit, v/hich light 
intensity detector is coupled to an image evaluation unit for 
color intensity and pattern recognition. 

The device of claim 1 differs from that disclosed by D3 in that 
the latter does not have a positioning device for the test 
strips . 

The use of such a positioning device in evaluation devices and 
methods for test strips, however, is generally known, cf., e.g., 
Dl or else D4 (paragraph 5, bottom) ; the solution proposed in 
independent claim 1 therefore cannot be considered inventive (PCT 
Article 33 (3) ) . 

5. Document D4 (see the passages cited m the international search 
report) discloses an analytical system for test strips which has 
a holding and positioning device for the test strips in order to 
place it in a reproducible definite position relative to the 
measuring unit . 



Form K r/IS.V237 (Box No. V) Uanuary 2()(U) 



writtp:n opinion of the 
international seardlinc; at^thorh y 



International a]>])Jicalion No. 

PCT/EP2005/001691 



Box No. V Reasoned stulenieni under Rule 43bis. l(a)(i) with rc|»4ird lo novelty, inventive step or industrial upplicalulily; 

citations and explanations supporting sucii statement 

The device of claims 1;. 2 and 7 differs from that disclosed by D4 

in that the latter, instead of an image-forming method, uses a 
conventional photometric detection system for detecting the 
analyte bound to the test strips. 

Image- forming methods (for example consiGtxng of a scanner 
coupled to a computer) for the evaluation of test strips, 
however, are generally known, see, e.g., Dl or D3; the solution 
proposed in claims 1, 2 and 7 cannot therefore be considered 
inventive (PCT Article 33(3) ) . 

5. The objections raised under PCT Article 33(3) to the device 
according to claim 1 also apply, mutatis mutandis, to claim 29. 

6. Claims 3-6, 8-23 and 30-32 do not contain any features which, in 
combination with the features of any claim to which they refer 
back, meet the PCT requirements for novelty and inventive step, 
since these are either disclosed by documents D1-D4 or are 
technical alternatives familiar to any person skilled in the art 
(PCT Article 33 (3) ) . 

7. D5 (see the passages cited in the international search report) 
describes a method and a device for optical analysis of one or 
more test strips, using a computer-coupled scanner. The method 
uses a template in which one or more test strips are brought to 
and held in a defined position relative to the scanner. The test 
strips can be furnished with identifying features such as, for 
example, a barcode. 

If the priority of the present application should be invalid, D5 
is considered prejudicial to novelty for claims 1-7, 10-12, 22, 
29 and 31. 

8. The subject matter of claims 27, 28 and 4 1 is not disclosed or 
rendered obvious by any of the documents mentioned in this 
opinion; these claims therefore meet the preconditions of PCT 
Article 33(2) and (3). 
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I nlfi national ap()lication No. 

PCT/EP2005/001691 



\Ui\ No. VII ( ertiiin dcrocls in the intoriiiiUoniil application 



rhc lollowinj; (Iclccts in Ihc loi m or contents o( the international a[)[>lieation have been noted: 

Contrary to PCX Rule 5.1(a) (ii), the description does not indicate 
the relevant prior art disclosed in documents D1-D3. 
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WRn TKN OPINION OF THK 
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H<«N<). VIII 



(xTlain ohsvrvulions on thf iiitcrnutional iipplicalion 



riiL- following ohsci valions on ihc clarity of the claims, description, and drawings or on Ihe question w hether the claims ai e fully supported by 
the description, arc made: 

The application does not meet the requirements of PCT Article 6, 
because claims 9, 12, 14, 16 and 19-23 lack clarity. 

The said technical features in the device claims mentioned do not 
relate to the structural definition of the device or its parts^ but 
relate only to the later analytical method using the device. The 
intended restrictions, therefore, contrary to the requirements of 
PCT Article 6, are not clearly derived from the claim. 
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WRITTEN OPINION OF THE 
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I tiler national application No. 

PCT/EP2005/001691 



Suppk'nient:jl l(o\ 

In case the space in any of the precedinj» bo.ves is not siilTicient. 
Conlinualion ot: Hox IV 

The various inventions are: 

- Claims 1-23, 29-32: Device and method for the optical evaluation 
of test strips. 

Claims 24-28: Positioning device for test strips. 

- Claims 33-40: Test strip unit having a plurality of linked test 
strips . 

- Claim 41: Punch method for producing a test strip unit. 

For the following reasons, these inventions are not so linked as to 
form a single general inventive concept (PCT Rule 13.1) : 

Invention 1 relates to a device and a method for the optical 
evaluation of test strips, their technical features, the combined 
use of a test strip or a test strip unit, a positioning device and 
an image producing device . 

The technical features mentioned in invention 2 are in no way a 
restriction to the sole use of the claimed positioning device within 
invention 1; although a formal back reference to the claims of 
invention 1 is present, the claimed positioning device, however, is 
only to be considered suitable for use in the context of invention 1 
(however it could also be used in a completely different method or 
in a completely different device) . 

The technical features mentioned m invention 3 are m no way a 
restriction to the sole use of the claimed test strip unit within 
invention 1 or 2; although a formal back reference to the claims of 
inventions 1 or 2 is present, the claimed test strip unit, however, 
is only to be considered suitable for the use in the context of 
invention 1 or 2 (but it could also be used in a completely 
different method, a completely different device or a completely 
different positioning device) . 

The punch method mentioned in invention 4 relates to a completely 
different technical field; said technical features are in no way a 



I'orm IK' r/IS/V/237 <Sup[)lc mental Box> < January 2004) 



WRriTKN OPINION OF TIIK 
INTKRNATIONAL SKARrillNC Am ilORITV 



Inlernational application No. 

PCT/EP2005/001691 



Siippli'iiiciital Uo\ 

restriction to the sole use of the claimed punch method for 
producing a test strip unit according to invention 3; the claimed 
punch method may well be suitable for its production;, but it can 
also be used for producing completely different things (not only 
test strips i ) . 
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